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THE MAILING DATE OF THIS COMMUNICATION. 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
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2a)D This action is FINAL. 2b)[X] This action is non-final. 
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DETAILED ACTION 

Election/Restrictions 

1 . Restriction to one of the following inventions is required under 35 U.S.C. 121 : 

I. Claims 1-33,50,47, and 48, drawn to a stent delivery catheter, classified in 
class 623, subclass 1.11. 

II. Claims 34-36 and 49, drawn to a method for deploying a stent in the body, 
classified in class 623, subclass 903. 

The inventions are distinct, each from the other because of the following reasons: 

2. Inventions I and II are related as product and process of use. The inventions can 
be shown to be distinct if either or both of the following can be shown: (1 ) the process 
for using the product as claimed can be practiced with another materially different 
product or (2) the product as claimed can be used in a materially different process of 
using that product (MPEP § 806.05(h)). In the instant case some of the method steps 
cannot be used with certain embodiments of the catheter. 

3. This application contains claims directed to the following patentably distinct 
species of the claimed invention in Group I: 

a. Figure 2 e. Figure 5C 

b. Figure 4A f. Figure 6 

c. Figure 4B g. Figure 7 

d. Figures 5A and B 
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Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, 1,2,10,11,17, and 30-32 are generic. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which are written in dependent form or otherwise include 
all the limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims 
are added after the election, applicant must indicate which are readable upon the 
elected species. MPEP § 809.02(a). 

Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or clearly admit on the record that this is the 
case. In either instance, if the examiner finds one of the inventions unpatentable over 
the prior art, the evidence or admission may be used in a rejection under 35 
U.S.C. 103(a) of the other invention. 

4. During a telephone conversation with Rex Donnelly on 5/17/04 a provisional 
election was made without traverse to prosecute the invention of Group I, Species A, 
claims 1-8, 10, 11, 17, 30-33, and 47. Affirmation of this election must be made by 
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applicant in replying to this Office action. Claims 9, 12-16, 18-29, 34-46 and 48-50 are 
withdrawn from further consideration by the examiner, 37 CFR 1 .142(b), as being drawn 
to a non-elected invention. 

5. Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1 .48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1.48(b) and by the fee required under 37 CFR 1.17(1). 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

6. Claim 32 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. The structure claimed is indefinite because it is unclear which 
spatial relationship between the retrograde and anterograde sheaths is being claimed. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form 
the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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7. Claims 1,2,10,11,30, and 32 are rejected under 35 U.S.C. 102(b) as being 
anticipated by US Patent No. 5,201 ,757 (Heyn et al). 

Heyn discloses a stent introducer (Figures 2 and 4) that includes a shaft (78) with 
a distal tip (84), inner sheath (100), stent (106), anterograde sheath (82) attached to the 
distal tip (84), and a retrograde sheath (94). Regarding claims 10 and 11, a "radial 
spacer" attached proximal to the distal tip provides space between the inner sheath 
(100) and the anterograde sheath (82). In Figure 4, arrows indicate the direction of 
movement of the anterograde and retrograde sheaths relative to the shaft. Anchoring 
means (102, 104) in both the anterograde portion and retrograde portion prevent axial 
travel of the stent relative to the shaft (78) when the sheaths are moved (column 6, lines 
50-55). 

Claim Rejections - 35 (JSC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

8. Claims 3-6 and 47 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Heyn in view of US Patent No. 6,042,589 (Marianne). 

Heyn includes all the limitations of claims 3-6 and 47, but fails to form the 
anchoring means in the retrograde portion being a balloon. Heyn does include an 
anchoring means (104) in the retrograde portion for preventing axial movement of the 
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stent. Marianne discloses a stent (7) introducer with a retracting sheath (16) and a 
proximal anchoring means in the form of a balloon (20). Marianne teaches that a 
balloon positioned in the retrograde portion of the stent provides better control of the 
stent during placement. The balloon not only prevents axial movement of the stent, it 
allows the stent to be repositioned during the procedure (column 3, line 35). It would 
have been obvious to one of ordinary skill in the art at the time the invention was made 
to replace the anchoring detent of Heyn with a balloon, as taught by Marianne, in order 
to provide the introducer with the capability for repositioning of the stent during the 
placement procedure. 

Marianne further teaches that an inner sheath mounted over the shaft (8) can 
define an inflation lumen (22) for the balloon (20) (column 4, line 10). It would have 
been obvious to one of ordinary skill in the art at the time the invention was made to use 
the teaching of Marianne to adapt the inner sheath of Heyn to define an inflation lumen 
for the balloon of the device, as modified above. 

9. Claims 7, 8 and 17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Heyn, as modified by Marianne. 

The device of Heyn, as modified above, includes all the limitations of claims 7, 8, 
and 17 except for a medial sheath. In Figure 13 of Heyn, a medial sheath (246) is 
located between the inner and retrograde sheaths. It terminates proximally to the stent. 
Heyn teaches that such a "medial sheath" (246) can be provided as a proximal stop for 
the stent (column 1 1 , line 27) so that it won't travel into the proximal region of the 
device. It would have been obvious to one of ordinary skill in the art at the time the 
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invention was made to include a medial sheath in the modified Heyn device in order to 
prevent the stent from traveling proximally into the device. 

10. Claims 31 and 33 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Heyn in view of US Patent No. 5, 445, 646 (Euteneuer). 

Heyn includes all the limitations of claims 31 and 33, except for making the 
anterograde sheath cover more of the stent than the retrograde sheath and overlapping 
the two sheaths. Euteneuer discloses a stent introducer in Figure 2 that is similar to 
Heyn. The device includes both a retrograde (14) and an anterograde (16) sheath. The 
anterograde sheath covers a greater portion of the stent than the retrograde sheath in 
order to provide an overlapping region. Euteneuer explains that the overlap forms a 
seal (column 6, lines 47-48). It would have been obvious to one of ordinary skill in the 
art at the time the invention was made to lengthen the anterograde sheath of Heyn so 
that it overlaps the retrograde sheath, as Euteneuer teaches that this structure forms a 
seal around the stent. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. US Patent No. 6, 290, 710 to Cryer et al. discloses an 
endoluminal introducer device with an anterograde sheath and proximal balloon (see 
Figure 4) that reads on many of the elected claims. Any inquiry concerning this 
communication or earlier communications from the examiner should be directed to 
Sarah K Webb whose telephone number is (703) 605-1 176. The examiner can 
normally be reached on Mon-Fri 8-4:30. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, McDermott or Shaver can be reached on (703) 308-0858. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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